The central role of chemistry in 'quality by design' approaches to drug development.
The quality of medicines reaching the consumer is strictly controlled and maintained by the regulatory agencies of the world. Pharmaceutical companies have to meet and maintain these regulatory quality standards. For this purpose, an increasing number of processes are incorporating quality by design (QbD) principles. Implementation of QbD involves chemistry in several ways, such as in the development of new synthetic and analytical methods, avoiding formation of genotoxic impurities and designing drug-like compounds to improve the quality of biological profile of medicines. A combined effort from regulatory authorities, pharmaceutical industries and academic research groups could also facilitate QbD implementation.